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DETAILED ACTION 

This detailed action is in regards to United States Patent Application 10/532518 
filed 25 April 2005 and is a Final action. The amendments filed 1 1/24/2008 are being 
considered by the examiner. Claims 1-10 are currently pending. Claims 1,4 and 10 
have been amended. 



Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, "a bending direction" 
must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the Immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
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Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Specification 

The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1 .75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: Claim 1 recites "a bending direction" which lacks antecedent 
basis in the specification. 

Claim Objections 

Claim 1 objected to because of the following informalities: Claim 1 Lines 2 and 3 
appears to comprise a typographical error and recites "for a biopsy cannula insertable 
into a proximal end of a biopsy cannula" and should be replaced with "for a biopsy 
cannula insertable into a proximal end of the biopsy cannula". Appropriate correction is 
required. 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

4. Claims 1-4, 6, 7 and 9 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Burgio (US 5,333,61 9) in view of Miller (US 6,41 6,484 B1 ). 

Burio discloses a biopsy material holding device for a biopsy cannula insertable 
into a proximal end of a biopsy cannula and between an inner wall of the biopsy cannula 
and a tissue-removing cylinder to perform transcutaneous biopsies of tissues (best 
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shown in Figure 2), said biopsy material holding device comprising a wire (thin plate 3) 
having a proximal end, a distal end and a wire tip at said distal end (as best shown in 
Figure 1 the thin plate comprises a proximal end located at 2 and a distal free end 
having a tip). Burio fails to explicitly disclose the device with bevelling arranged at the 
wire tip, said wire being bent in a bendinq direction at a pre-stress angle arranged at 
the proximate end of the wire, said bevelling facing awav from the bending direction, so 
that causing the wire including the wire tip glides along the inner wall of the biopsy 
cannula when inserted into the biopsy cannula. 

Miller teaches a biopsy holding device comprising a flexible distal section having 
a proximal and distal and a tip at said distal end with beveling arranged at the tip 
(cutting edge 81, see Figures 10 and 1 1 and Column 5, Lines 9-32), said distal section 
being bent in a bending direction at a pre-stress angle arranged at the proximate end of 
the distal section (Figure 10 shows the distal section being bent at an angle alpha in a 
bending direction). 



Bending direction 

said beveling facing away from the bending direction (see Figure 10 above), so 
that the wire including the wire tip glides along the inner wall of the biopsy cannula when 



80 



Bevel facing 
direction 
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inserted into the biopsy cannula (the tip is capable of gliding along the inner surface of a 
cannula, see Column 4, Line 65 through Column 5, Line 8, see also Figure 9). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of the invention to modify the device taught by Burio to include a pre-streess 
angle as taught by Miller in order to further reduce damage to the core, see Column 5, 

Lines 1-8. 

Regarding Claim 2, Burio in view of Miller teaches the biopsy material holding 
device for a biopsy cannula according to claim 1 further comprising a grip end, wherein 
said wire is attached to said grip end (Miller teaches the device comprising a grip, see 
Figures 16 or grasping lement cap 90, see Figure 7 and Column 5). 

Regarding Claim 3, Burio in view of Miller teaches the biopsy material holding 
device for a biopsy cannula according to claim 1 further comprising a grip end with an 
attached extension shank, said wire being fastened to the shank (Miller as best shown 
in Figures 7 and 16 shows an extension shank (proximal portion of the cannula 74/71 
having a handle attached at the proximal end) . 

Regarding Claim 4, Burio in view of Miller teaches the biopsy material holding 
device for a biopsy cannula according to claim 1 wherein the wire tip has a bevelling 
angle B of 5° to 85° (as best seen in Figure 8 the beveling is arranged at an angle of 
between 5-85 degrees at about 45 degrees). 

Regarding Claim 6, Burio in view of Miller teaches the biopsy material holding 
device for a biopsy cannula according to claim 2 wherein said wire is arranged at the 



Application/Control Number: 10/532,518 Page 7 

Art Unit: 3736 

center of the grip end, with the pre- stress angle being between 1° and 90° (see Miller 
Column 4, Line 65 through Column 5, Line 8). 

Regarding Claim 7, Burio in view of Miller teaches the biopsy material holding 
device for a biopsy cannula according to claim 1 wherein the wire has a length so that 
the wire reaches the distal end of the biopsy cannula when inserted in the biopsy 
cannula (see Miller Column 6, Lines 8-29, and Figures 9 and 13). 

Regarding Claim 9, Burio in view of Miller teaches the biopsy material holding 
device for a biopsy cannula according to claim 3 wherein the wire is firmly connected to 
the distal end of the shank (best seen in Figures 7 and 8) and said pre-stress angle is 
between 1° and 90° (Column 5, Lines 1-8). 

5. Claims 8 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Burio in view of Miller in further view of Janese et al. (US 4,781 ,202). 

Regarding claim 8, Burio in view of Miller fails to disclose the device wherein the 
grip end can be locked into the proximal end of the biopsy cannula. Regarding Claim 8, 
Janese teaches a biopsy material holding device wherein the grip end can be locked 
into the proximal end of the biopsy cannula (Figure 1 shows the grip end (proximal end 
of the wire comprising the handle 10 inside the cannula hub 12 which locks the 
preventing it from movement perpendicular to the long axis of the cannula 26). 
Therefore it would have been obvious to a person of ordinary skill in the art at the time 
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of the invention to modify the device dislcosed by Burio/Miller as taught by Janese in 
order to prevent movement perpendicular of the tissue severing device and the cannula. 

Regarding claim 10, Burio in view of Miller teaches the device wherein the wire 
ends at the direct end of the biopsy cannula after insertion of the shank and inserting 
the grip end into the proximal end of the biopsy cannula comprising lockable elements 
51 etc and wherein the grip end is locable into the proximal end of the biopsy cannula. 
Burio in view of Miller fails to explicitly disclose the wire having a length of 25mm. 

Janese teaches a biopsy material holding device wherein the grip end can be 
locked into the proximal end of the biopsy cannula (Figure 1 shows the grip end 
(proximal end of the wire comprising the handle 10 inside the cannula hub 12 which 
locks the preventing it from movement perpendicular to the long axis of the cannula 26) 
wherein the inner member ends at a direct end of the biopsy cannula when in the locked 
position, see Figure 10). 

The matter of providing a wire with a length of 25mm is a obvious matter of 
design choice involving the change of size of a component, wherein no unexpected 
results are obtained over the prior art, the device would still perform the operation of 
taking tissue samples with reduced crush artifacts, see MPEP 2144.04. The obvious 
matter of a design choice is supported by Jenese which teaches a biopsy holding 
device comprising a wire having a bend section wherein the length of the angle to the 
tip is approximately 13mm and teaches that the size and length of the components can 
be varied depending on the application, see Column 4, Line 4-17 and Column 5, Lines 
10-36). Thus it would have been obvious to a person of ordinary skill in the art to 
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modifty the device taught by Burio/Miller to include a lockable grip end and have a wire 
length of 25mm in order to prevent movement and provide a appropriately dimensioned 
device for a given application as taught by Jenese wherein the only difference is the 
relative size and has not different function from the prior art. 



Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Burio in 
view of Miller and in view of Fukuda et al. US Patent 6,322,581 81 . 

Burio in view of Miller teaches the device wherein the tip comprises beveling, 
however Miller fails to explicitly disclose the tip comprising a hollow ground or bulged. 

Fukuda teaches a various bevel finishes known in the art, for a suturing needle 
(wire) for medical use. Figures 4a thru 4e shows the bevelling on needles (wire) that 
are either hollow ground (52, Figure 4c) or bulged (51 a, Figure 4b). 

Because both Burio/Miller and Fukuda teach wires having beveled surfaces, it 
would have been obvious to one having ordinary skill in the art to substitute one type of 
bevelling for another to achieve the predictable result of creating the tissue biopsy 
holding device taught by Burio/Miller with the wire having a hollow ground or bulged 
bevel surface. 

Regarding Claim 10, Burio in view of Miller teaches the biopsy material holding 
device for a biopsy cannula according to claim 3 wherein the qrip end is lockable into 
the proximal end of the biopsy cannula and the length of the wire is 25 mm and ends at 
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a direct end of the biopsy cannula after insertion of the shank and locking of the grip 
end into the proximal end of the biopsy cannula. 



Response to Arguments 

6. Applicant's arguments with respect to claims 1 -1 0 are directed towards newly 
amended claim language and have been considered but are moot in view of the new 
ground(s) of rejection, presented in the above office action. 

In regards to the applicants argument that the hinge portion of Miller is not a wire. 

The Examiner disagrees. A wire given its broadest reasonable interpretation in 
light of the applicant's disclosure is a thin elongated piece of material. 



Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 

this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 

CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Contact Info 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL C. STOUT whose telephone number is 
(571)270-5045. The examiner can normally be reached on M-F 7:30-5:00 Alternate 
(Fridays). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/M. C. S./ 

Examiner, Art Unit 3736 
/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



